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l f riaroi 0 At t orn do Corner Torres, hereby declare as follows: 

XI My name is Harold Armando Gome-*: Torres 
21 I am the inventor of this application 

.-: * Several studies have been worried out: in order to 
determine the inrrovecs 'oterr-peut T:.; eifec~. of the 

v p : „ _ r :.«:.--.'. ^ . : n ' 1 i r y " o: o«j 1 I < r * : a - I : u 

patients with superficial skin lesions and burns. More 
particularly, the present invention relates to two 
barrier gels, one of ca r bo x yte t hyl cell vim e 1CHC? and 
toe other of Carboxywethylene Carfoopol that allow for 
obtaining a single, gel designed for the therapeutic 
treatment of patients with skin lesions, offering them a 
protective and isolating barrier effect for the barns or 
abrasions, mis concept , in ado it; on to the qualities e: 
papain and to the properties of drugs such a a lldocaioo 
and ehlorhexidine, offers novel end ideal therapeutic 
elements for the jranagemenc of skin lenions, Therefore, 
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the claimed castposi t. lor provides barrier, antiseptic, 
d*bridir;g, analgesic, ana ant i- inflammatory effects, 

4) The barrier effect o£ tft« composition 1$ obtained through 
the combination of the two said aeis, Rheoiegical tests w^re 
cor;o*et.ed mi three dri t^rent samples in oro:-i to illustrate 
this concept : i) CMC and papain gel; ii) carfcapoi and papain 
gal y, iii! CMC, cetfcopc-1, and papain gel, ail of them 
according to the motion* The tasts were performed by the 
laboratory CECOiTEC Lf DA. iAnr*A report of September 20 f * 
2010} . Using oscillation tests >;wit.h a rheom?ter, as 
indicated in mora detail in the study report] the 
applicability, stability of atoraga, and appropriate 
viscosity or one sampler vera all aoo^nst r^tao, rhus giving a 
strong foundation for the formulation and quality control of 
rhe ola.\rrwui composition. Th€ tests ton cue ted w*th th« a- 1 a 
were Yield Stress Test and Frequency Sweep Teat . 

5 J .According to the viscosity curve, me product with the 
most difficulties for application -as round to be CAkBOPOl ? 
PAPAI*:. This can bo sear in Figures 1' and 3, wnere tr,o flow 
corre -r.o -essicm strength canons tne said characteristic. 
For a ranua'i 3 y app.l i ed ram product -.i.e., ona for which no 
special applicator ox similar is used? « substances with a 
roich lo^er cession strength are needed in order to obtain: a 

confirmed through the. amplitude scan of trie sample in an 
oscillation test, the "resistance'' of the micros*. ructure is 
given, by t¥0 factors: Too magnitude of too elastic modulus 
(Figure 4, Rod lines, V ions; or G% and the pereentacie of 
displacement i strain) needed to "break dowr»" the said 
structure iX axis}, as determined by t no magnitude ot the 



"plateau". However, the CMC - PAPAIN sample shows a recce 
lower elastic modulus fthat is, a greater ease of 
application), whereas ■■ he CMC - CARSOPOL * PAPAIN sample 
shows a smaller linear viscoelastic region { LV&F : (magnitude 
of the , 'piati8au"h ideal for an easier release of the active 
ingredient In the said struct ere. 

r.) Qr, the nth~r ha no, usino the frequency sweep test, the 
likelihood of oN<r i . . of - - product dee 

,v s ho r t ened * s h e I f i i : e " o f r. he p r o a u c t ) a r e rierao r ; s t r ?i t a & 
because at sorns point the viscous modules would become 
greater than the elastic nodules {blue lines red lines, 

3 and 9" respectively) , thus indicating a poor lik*lihooa 
of "reaoverf of the sample . The CMC * PAPAIN' sample shows 
this feature, and thus a potential *phase 3 spa ration" can De 
predicted (if t her* are any sect phases) , or simply a 
potential separation of the active compound atop cne vehicle. 
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1} Preparation of the invention. The gei according r:o tee 
invent ion cannot no obtained by merely mixing up the 
components aa taught by the prior ant... In tact, the gel 
according to the invention requires that each one of the 
barrier gels is prepat^o before mi Kino, to illustrate this 
concept, HOMAX FHAEHAC EUT I CAL LABORATORY was requested to 

invention in a single step and in two ferent ways: At nien 
temperature with all of the components ( accord ing to the 
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prior art; and at. low temper a tare with all of the components 
(according to the prior art). 

8} The first situation, (i.e., at high toaperature with all 
of the components } yields a yellow compound resulting from 
oxidation that lacks the ptysuicbchemicdl properties needed 
tor the intended are, because the inter facial charges of baa- 
CMC and Carbopol ase different, 

9} In the second situation (i.e., at low temperature with all 
of the components; the mixture cannot be obtained, because 
the CMC dues not folly dissolve at low temperature because it 
is mixed with Carbopol; this substance becomes hydra ted more 
qttle>:iy Chan CMC, resulting in the persistence or undissolved 
CMC particles that foro a pwlpic^. 

IT he final result can be observed in "he docaroard identified 
as AnnoH 3 issued by rlumax Pharmaceutical and *h:mad by Ms. 
Alba Cei<<i i lus, Phaitnaceut i eai Chen; ist. } 

10} Baeed on the above, in otdsr to obtain the remaning gel 
according to the invention it is .necessary to prepare the 
carbopol gel at low temperature, the CMC gel at high 
ctmperftturft, and then the two gels are mixed and the active 
principles are added. The resulting eel exhibits optimum 
viscosity and cedeoce features tor application over the skin. 

prepared at high temperature with ail of the components at 
roe same time. The gel prepared according to the invention 

and then mixed) is found to hsee a greater stability than the 
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gel prepa red according to the prior art , with ail of 

the components mixed at the same time) , 



See ann€K 2 OVop ;. ..est :. ;r.< Bop- >; ' en Rheoiogi co i 
Measurements of CMC *■ CABBOFOl * PAPAIN; CMC - CAR8GPOL * 
PAPAIN (according to the prior art) } 



12) On one othor hand, warfare ~ ens ion test?. were rur, to 
k.. •:!>•! t"Av -! v. the composition according to the invention 
; • no.; .:o.i no lidocaine and ohlorhextdirie; oooo not ■= surface 
c ens ion, and thus r enjoins piopoi ly applied on th*s s ■-: : • . ., 
Csanvclas !.23rS/$6/ 0^/58 .> , These tests were conducted be 



Oa 1 , O £ 0 0 0 I AB 0 T O R I H • S n 
no ' •;;.;<:::,• COi'tcpo l or 
i carnoxyoetny . eel 3 ulose; , 



October 12% "010. ;0v sn-:rpd - .• 
; ca r box ym<B t h y i e &e } , OMC cei 
CMC Ca rbopo^ 06 i I prepared 



OKO ■» Cas bepoi oel. - arrive principles p rey nood 
individually, then mixed, and finally with the activ* 
principles welded}. The -urtaee tension eoXuam tdynes/e»> a?.; 
tO*C showed no relevant variations ;n me surface tonoior- oi 
tre examined gels 0720"- to 02.5}. 



that no relevant variation occurred In the sure ace tens ion oi 
rho composition 3ercroi.no to the invention, thow 
d-~. or? s t r at! no its appl , b i I ,i t y . 

oieo annexes 4 and rd 



Conclusions: 
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1 . The present invention solves the technics 1 problems 
posed through its manufacturing process, that is, by 
oto tailing cha two gel s separately and then mixing 
them to re a eh the i .1 1 compos 1 t i or? r ds we i I as by 
tfce typa of compounds osod irv toe said process. 

2* The goals proposed for toe final mixture or 
compositions were reached and demonstrated with the 
tests and cLinnrcii exa^pJas includao in tha dossier . 

3, T: •• above depos.itu.on demonstrates that oo 
characteristics ^ preparation, and appli.cacil.nty of 
the invention are not found in the crier art? tiros 
?h<a n>:.. vol ty sod .inventive step bscone nianifesc. 



I heraby declare that all statesssanta na.dm herein based, on ay 
own knowledge ars true, and that all aft&taafcanta ma4e based on 
.information and balxaf are baliavad to be trua-; aonovAr, 
that thaaat atataaaata ware mm&$& with the kooaladga that any 
willful miaragtfeaaanttt&iQn and the like are puolaaai&l* by fin® 
or i&&x±&omwnt., or both, imd&r Section 1001 o£ litis 18 of 
tha XAsltad States Coda, and that anv such willful 
adaxapraavatation may jeopaxdi&# the validity of the 
application or any patent iaauad thex»n. 



Signs, 



Ha rol d Arc a no . Gomai . 
Inventor 
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